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this p1^ from the Izulde. in the 
ihAt those of us who serve here do. 

> T-.\t preu and media people paci the 
gallery upstain duririf a debate on a 
pay raise^ but they rarely write or 
speak about the personal ramiXioaUons! 
of the job here: This b not to com¬ 
plain. Every Member here feels that it 
is a supreme honor to serve as a 
Member. 

But it b Important that the public 
know more about what kind! of people 
serve here, how hard they work« the 
persona] toll that b taken on Individ- 
iiab and familiea 

I have seen grown men here cry 
when their tnarrlases were destroyed. 
I have seen grown men depressed 
about missing events that were Impo 
tant to their children. 

In sports they have a term calJe^ 
**plarl^ huri*^ when players panid* 
pate even when injured. Well, 1 have 
seen Members of the House *^)aj 
hurt/* Members who were tU and 
drarsed themselves to the airport to 
keep an Important commitment back 
home. 

1 have seen Members with serious fXl- 
ness or dbease struggle to do a good 
job; to maae roilcaJl votes and commiV 
See meetings. 

The picture of the Congress present^ 
od to the public via the Abscam scan- 
dal was not a fair one. Thb b not a 
place where you can reach In and pick 
any seven Members and expect that 
they will accept money In a brown 
paper bag It U not that kind of place 
and U b an insult to all who have 
served well here that such a picture of 
the Congress be presented. 

Scandal b what sells newspapers and 
soap on the evezxitis ne*wa Pay rabes 
and debates over them in this body are 
in the same catesory* But these thincs 
do not begin to tell the story of what 
happens here on a day to-day basis. 

What happens here on a day-to-day 
basb b a strugfle to get things done, 
to do the right thing for our dbtricts, 
for the Nation and the world. What 
gets in the way of that b fsinlUar 10 
all of us. 

The hectic schedule b a problem. 
The lack of predicu^Uty ih the sched¬ 
uling. The tug ana pull of various 
people and I interesU wanting our at¬ 
tention. The seemingly constant atten- 
tlon to getting reelected. The accomr 
panylng preoccupation with raUlng 
money. And; of course; the impact 
that such a preoocupatiovi has on poli¬ 
cymaking. 

There must be a movement devel¬ 
oped to deal with these problems. X be¬ 
lieve we should move to a 4-year term 
with a limit of three terms In the 
House and two 8-year terms In the 
Senate. X believe we should move to a 
8-year budget and pliig in a require¬ 
ment that the Congress do meaningful 
oversight for I or 4 bJiaight months 
each year. 

Most importantly, we need campaign 
reform^a UmJt on PAC*a public fl- 
nandng, free aoceea to media, and 
many other Uoportaat ehangesk The 


political system b being contaminated 
by money and we must do something 
aboutiL 

Such dramatic changes must take 
place with pressure from the outside 
and X intend to do my share as a prt- 
vale citizen in that refund. 

Being a private citlzeo again wlU not 
be altogether unhealthy. Oettlng out 
of polllia for a time wUi give me an 
Important perspective. * 

But there will never be anything to 
take the place of the warm friendships 
X have developed here. X have not had 
the chance to thank each of my col¬ 
leagues and stall for their kirulneas. X 
hope thb statement will at least par^ 
Usii« -erve that purpose.# 


WHnX-PROEB STUDY 

DISCREDITE D BY 8CIENTXSTS 

HON; L hTfOUNTAIN 

WWOWimCAMOUWM 

XP IRt MOUSE OF kZntXSElfXATrvxs 

Th%indaw, December XC fil8 
# Mr. FOUNTAIN. Mr. Bpeuker. after 
80 years of servlee to the people of the 
Second DbtrlCt of North Carolina, t 
am about to retire from the DH. 
House of Representatives. Before leav¬ 
ing X would like to iubmit, for the 
RgooKo. an item dealing with an issue 
wUh which X and many others have 
long been tniarested. namely, the al¬ 
leged effect of smokihg on the health 
of the nonsmoker. 

Mr. Speaker, let me biiefly place the 
Issue into iu proper context. In 1978, 
the Subcoromittee on Tobaoco of the 
House Committee on Agriculture 
heard testimony from a vast array of 
eminent adentbts and physicians on 
the issue of the effect of tobaoco 
smoke on nonsmokera. Those Individ- 
uab who testified generally agreed 
that no conclusive scientific evidence 
eibU to support the claim thal amok- 
ing affects the health of nonsmokera. 
in 1880. however, an article appeared 
in the New England Journal of Medi¬ 
cine by Dra. White and Feoeb entitled 
**Small Alra aya DysfunctioDi in Non- 
smokers Chroadally Exposed to T> 
bacco Smoke,** in which the authoia 
concluded that smoking in the work¬ 
place adversely affects the lung func¬ 
tion of nonsmokera. Thb concluaion 
appeared to conflict with the testimo¬ 
ny presented to the Buboommlttet on 
TobaccOi 

Since iU publication, the Wlilte- 
Froeb study has been used to support 
both regulatory and legiklative activi¬ 
ties in the United States. For example, 
the study was referred to In testimony 
before the Civil Aeronautics Board 
during its recent consideration of rules 
regarding smoking aboard commercLal 
alrtralL The NationiJ Research Coun¬ 
cil report entitled '‘Indoor Pollutants** 
which was bsuedi ih 1881 under an 
EPA contract also relies on the study. 
Finally, the White-Proeb stu^ has iw- 
ceKed widespread attention In both 
State and local legislative ezmS poUcyr 
making bodies. 


The White-Proeb study oontihues to 
play an important role in legislaUve 
oonslderations despite the fact that 
the study Itself has been heavily eritk- 
cbed by adentbts and health practi¬ 
tioners Moot recently, at the 1982 
Joint meeting of the American Lung 
AsaodatioDtAmeiican Tborade Soci¬ 
ety, Dr. Michael D. Lebowitz. profes^ 
sor of internal medicine, ooUece of 
B^icine. University of Arizona and 
apeciiJ i consultant to the Subeommli* 
lee on Tobaoco. preaented reasons 
why. In hb own wordii/*the resulu of 
thb study cannot be used to demon¬ 
strate an effect of passive smoking on 
forced expiratory Rows in adulu ex< 
posed in the workplsoe ** Dr. lebowiu. 
a noted specialbt in epiderzxioiofy and 
rcipiratory diseases, said that the 
basic problem with the White-Froeb 
study b that it b **lmproperly de- 
signed!' and that /*there are problems 
wbh the whole data set and with the 
coDcluilon.'' Dr. Lebowitx also ex¬ 
pressed ooDcem that the signllicaace 
of the White-Froeb data appeared to 
depend upon their unexplained omb- 
slon of dau from 8,000 subjeeu origi¬ 
nally included In the study. 

Mti. Speaker, Lebowlts wrote a 
letter, dated July ID, 1881, to our col¬ 
league. Congressman Cbaries Rose. 
Chairman of the Tobacco and'Peanuts 
Biibcommittee of the House Agriculr 
ture ComsKiUet. as a result of a per¬ 
sonal interview which Chairman Rose 
and Dr. Lebowitz had with I>r. White. 
With the persona] I consent of Chair¬ 
man Rose, I am inserting herewith I>r. 
Lebowlts's letter. It more fully ex¬ 
plains the author's views iwgiLrding 
the White-Froeb study. 

I also want to mention another eval¬ 
uation of the White-Proeb study, one 
which was made by I>r. J. O. C>^tom- 
syk. director of the department of 
health of the city of Augsburg. West 
Oermanj. After an extensive; detailed 
review of the WhJte-Froeb ftudy. Dr. 
Goitomxyk has concluded that the 
White-Froeb data were Inoompletjely 
presented I and did not satbfy the pre- 
requbites for acientifIc eredibUity. In 
addition. Dti. Gostomzyk remarked 
that *‘Dr. White's methodology b not 
scientific but that of a lay person with 
eoovicUons,** and concluded that **we 
assume that Dti. White's study b an at¬ 
tempt at scientific validation of hb 
credo and that be possibly b unaware 
of the inadequacy of thb methodolo¬ 
gy.** It b obvious that Dr. Oosiomzyk 
b referring to Dr. Whitensi outspoken 
ankismoklni activities in California, In* 
eluding Dr. White's endorsement of 
public moklng referendumi which 
were. Incidentally^ twice rejected by 
the CaliforzUa voters. 

GHven these and other erttkisms of 
the WhlteProeb study, it would 
appear that the New England Journal 
of Medicine has, perhape unwittingly, 
performed a disservice to tU reader^ 
ship. It b extremely on/oriunate that 
a study so fraught with methodolog¬ 
ical pi^lemi, M Indicated through 


Source: https://www.industrydocunnents.ucsf.edu/docs/jsnx0000 
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I numerous critJidlsmB by scientuts in 
the United SUtes and elsevherCp 
should have been published In such a 
reputable journal of medicine: The 
White-Froeb study should, thereforop 
not be relied upon by the Confress. 
Federal afencles. or other legislative 
or poIicymiXlng bodies when consider¬ 
ing restrictions on smoking in public 
places. 

Tat UJnvBLsrrf or Asuopta. 

CoLLiscs or Motciift, 
Tucson, Aria, fVfl 

CongTessman CHAiuia Rosa 
Chairman, gabcommit^ on Tobacco end 
^anuU, f/ouse q/ Jteprtseniattvei, lUih 
bam Building. Washington. n.C 

Dias ConcuiSMAif Rose The loUomIng It 
a summary of my notes OD our vitit to 
James White at UC San Diego, as per our 
discussion Unfortunately, despite the stste- 
ment m the editorial of the New England 
Journal of Medicine <97 1 March ISSO).' Dr. 
White and his oo-author did not *‘fauUlesaly 
demozudrmte a reducUon tn measures of 
■m^n airways of healthy swHBDOkers ex¬ 
posed 10 cigaretie aznoke In the work place**. 
It is apparent from our visit and the article 
that there were various faults in the present 
study, which shall be discussed. 

Tbe problems with the resesjth design 
are u follows: 

The partitipanU were not only volunteers, 
but generally had to pay fori the physical 
fitness course; this is the reason most were 
white-coUsr. Employees in specific factories 
invited White to run the physicsS fitness 
oourse in their factories as well, which 
would also bias the population sample. Blue- 
eoUar workers were not distributed random¬ 
ly. Ut has to be assumed that volunteers in 
tbe physical! fitness courses fall into unrep- 
resenutlve caiegohes: the highly motivated, 
with an Interest tn health and! usually 
healthier, those who are worried about 
health and I generally leas healthy; the first 
group would include fewer smokers and the 
second group would include more tmokera) 

The Questionnaire utilised was not a vali¬ 
dated one per se; test-retest comparisons 
were made only on the smoking Questions 
and very small groups of subjects. The 
mokihg Information was not vaiidated. 
There were no tesuretest or validations on 
■ymptomi asked In the questionjudre. The 
questionnaire itself was derived by the In¬ 
vestigator. and Included some Questions 
from standard questionnaires this did! not 
appear to Include standard respiratory quea- 
lions, and in facti^-arious typical respiratory 
Questions (such as phlegm) were not asked. 
Tbe Questionnaire did not include questions 
on sttitude. but did Include questions on ac¬ 
tivity levels and jobs (duration, iyipe). The 
Questionnaire did I ask how* many smokers 
were In their work area, room size, and 
nature of the air: conditioning; It' also in¬ 
cluded questions about residences in the last 
90 years (zig codes), so that exposures away 
from work were assessed by residential loca¬ 
tion. A question was asked about smokers in 
the home. fThuA the smoking information 
is not validated.' but is probably relatively 
accurate. Tbe Information about exposure 
to passive smoking is only approximatei. as is 
the information on other occupational expo¬ 
sures. Exposures to air poliutanu or to un¬ 
known toxic gases in the working place is 
only approxlmste, and their effects uivderes- 
timatedji 

Dr. White presented a paper to the Ameri¬ 
can College of Sporu Medicine, the abstract 
for which ih 1977 indicated there were 7:122 
•ubjecta enrolled between 1969 and 1977. 
However, to the Hew England Journal of 
Medicine aitide. be states that the base 


populatioio I analyzed is only 9.910 smokers 
and non-smokers enrolled between 1969 and 
1979J Although he excluded all the ex-smok¬ 
ers. some whose sip codes were missing, his 
answers as to why the rest of the subjects 
were excluded were entirely unclear and 
lend to indicate potential bias in selection of 
subjecu for eonsideratloei for analyses. It 
might be added that the 2.100 wbjecu ana¬ 
lyzed in the KEJM article and i those ana- 
lyard and presented in the Sports Medicine 
abstract appear to be the tame as they yield 
exactly the same table of results (as deter- 
Bdjvcd from comparison of the table in the 
Bports Medicine manuscrtpl and the KEJM 
table). 

In addition to the sources of bias men¬ 
tioned above. It Is apparent that the non- 
smokers in clean work enviromnenU and 
those in smoking work tnvironmenU have 
not only chosen not to smoke, but it is likely 
that those non-smokers working in smoking 
environments may be different for a variety 
of reasons from aoDitmokers working tn 
clean environmental Funhermore, It Is ai>- 
parent that the non-smokers in non-smok- 
tng environments are quite different in that 
their lung funcUbn U **super normal** In 
..comparison even with the Seventh Day Ad4 
ventisu (the souroe of the Morris predicUon 
equatloni). 

Dt; White did state that from tbe Quei4 
tlormalre and from i the baseline tests that 
there were no significant differenoes in tbe 
three non-smoking/non-inhaUng groups In 
terms of the amount of previous exercise or 
oxygen consumption, but he was unsure of 
the dif f Crenoe in percent of body laL Smok¬ 
ers did have less body fat. were lets in tenns 
of having lower oxygen consumption, and 
had less activity. He says further that there 
were no differences between the groups in 
terms of childhood respiratory history 
(lower respiratory tract Ulnemes) from his 
submitted questionnaire information, but 
he did not ask about family history> Be did 
not ask sufficiently about respiratory Ques¬ 
tionnaires to appropriately exclude groups 
on! the bases of productive cough ("cough 
bronchitis"). Be sUtes thst there were no 
differenoes in prevalence rates of question¬ 
naire responses by zip codes; If so, this con- 
tradieu other evidence vis-a-vis the effects 
of air pollution in these areas. Be was not 
able to assess other exposures such as those 
from hobbies, exposures to iis stoves, or 
transportation. In terms of passive smoking 
In the home, he excluded such passive 
smokers from the non-smoking and passive 
smoking groups, but not from any smoking 
groopt. He was not able to provide any in- 
forxDsUon about the distribution of charac¬ 
teristics in those eliminated from the origi¬ 
nal 7.000 or the 2.206 that qualified because 
of other questionnaire results. 

With retards to the pulmonary function 
testing done by Dr. White. It must be first 
noted that the Instrument used is not con¬ 
sidered a satisfactory Instrument in that It 
U non-linear (highly biased) at both high 
volumes and ! low volumes. (This has the 
effect of maximizing differences In that 
anyone with minor aberrations of total vital 
capacity or of flows at the end of the flow 
volume curve would have very different; 
that is. low. , flows.) The comparisons that 
Dti. White did and reported on in hU re¬ 
sponse letter In the HIEJM (14 August 1960) 
would not in any way modify this opinion. 
Furthermore. Dr. White has the only pul¬ 
monary function technician and reader. 
Even though he was trained at the VA hos¬ 
pital and his techniques were evaluated by 
tesV—retest and by comparison to other 
readers, any biases inherent In Dr. Whiter 
thinking (see below) would affect the way 
he read the tests. Funhermore, be took the 
FEVi and flows olf the same tpirognm 


using an approximation technique pub¬ 
lished i by MorrU. et aL. which Is not an ade¬ 
quate or accurate representation of those 
measures. All ! of his tests were baseline tesu 
done after two and a half hours In the class^ 
room In the evening on those without acute 
respiratory Illnesses (ususHy on a Monday 
or Tuesday evening); thua, there Is probably 
little diurnal varlatloD or pretest biases 
other than those experieneed by the work¬ 
ers during their work day and in their activ¬ 
ities prior to the eiasaroosL Although It la 
difficult to judge the effects of these fac¬ 
tors. they may have Influenced the test re¬ 
sults. especially is those with any signifi¬ 
cant exposures during the day. 

The major problem with the puUnonary 
function test resulu as reported U that they 
are not age- and height-adjusted, since lung 
volumes and flow rates are associated! with 
both of these factors. In other wordS; Dr^ 
White used raw values of flows and volumes 
to do comparisons. Be did this on the as¬ 
sumption that the mean age and height 
were similar fbr the different groups. *rhu It 
a mistake, since the distributions for those 
ages and heights oould hsve differed. Fur- 
thennore, his quoted figures for percent 
predicted are ftilctly for the average 
person, if e 49. with an average height, and 
does not represent the group for which they 
are provided. In terms of these ttatbtical 
analysis, be jvist chose the SNB package 
among many. There is no correlation coeffi¬ 
cient per se. **HorxDallty" was not an objec¬ 
tive of this study, so he cannot sute any- 
thtog about the nonnality of the subjects 
studJedJ Including those he considered to 
have sl| 32 ificanily different results imcD the 
Dontcxposed! non-smokers. Be does not un^ 
derstand the difference between clinical 
meaningfulness and statistical significance. 
It is quite obvious that the majority of 
those ih the passive smoking and in the non^ 
Inhaling group are quite normal and that 
very few would be oonsdered abnormal by 
any criteria. 

In h*s reported resulta: be quotes as incor¬ 
rect significance level of p.<.005. whereas 
the level provided by the technique Is 
p.<.95. This is very different, given the 
number of comparisons made, and indicates 
that some of the resulu would not be sig¬ 
nificant If corrections were made for the 
number of comparisons. Funhermore. the 
data presented in Table 1 was used to re^ 
compute the 6KK analysis by Mary C. 
Townsend. MPB (Department of Epidemlo- 
l^ry. University of Pituburgh). Those re- 
fulU differ flom those published by Dr. 
White and are provided i In the attachment 
The most important of the differences is 
the finding that the passive smokers and 
light smokers differ for the male FEV 75-6$ 
percent. *rhuSi the effect of passive smoking 
on non-smokers is still unconfirmed, despite 
Dr. Whitens unfailing conviction that it Is 
confirmed. 

Other minor points: In terms of the 
carbon monoxide sampling, although It Is 
stated that It was randomized. It was really 
on only 40 smoking and 40 non-smoking sit¬ 
uations chosen by chance but not by 
random selection. Dr. Froeb. the oo-author 
with Dr. White, is a private procUiioner in 
La Jolls and helped Dr^ White In drafting 
the KEJM manuscript from the manuscript 
presented at the American College of Sport 
Medicine. It might be polnted out that San 
Diego IS not strictly low in air pollution con- 
eeDtiailons. nor uniformed!throughout the 
area; this may bias some resulu. Dr. White 
performed! the pulmonaix^function tests 
until "reproducible curves were obtained", 
but they db not necessarily follow the Inter¬ 
mountain. Snowbird, or ATS reoommenda- 
tioaa 


Source: https://www.industrydocunnents.ucsf.edu/docs/jsnx0000 


2023380370 




E 52M CONGRESSIONAL RECORD — Exitmiom of Remarh December IS, 1982 


Dr. White*! response to the 
leOrio the Editor Ln the NEJM (H Ayfust 
1900). U is quite oleftx thst Dr. Whiu did 
not MtisfMtorUy ensver kIJi the questions 
nised. msny of vhlOh are slmlltJ to those 
smisfd tn this letter It Is quesllon&ble. from 
the discussion, mhether Dr. White vould 
pursue nny further re^ftziiLl>'sis of the doto, 
jior neoessmrlly could! tt be punuedJ It Is 
questtonsble. riven the bosie underlylnf 
problems tn the reseuch desigru thst re- 
Ansiysii of the dsU would be worthwhile. 
On the other hsnd. given other resulu thst 
eostrmdlct Dr. Whlu*s tncludlhf those now 
In preu (such ss Comstock et sU» Johns 
Hopkins presented isi the Society for Epide- 
mloloricsl Resesrch in June of 1981). tt 
vould be likely thst s paneli dlscussloo of 
psssU e smoklni might be vmlusble. X vlU be 
flsd to furnish further discussloo or help to 
thst matter. 

Sincere! 

IdiciuiL D. ijBtowm, Ph. D., 
r.c.cp.* 

Prq/’essof df Intirnal Medietnej^ 


TOM BUTTERFIXXO 


HON. DOB SKELTON 

or Kiioouxi 

XM TBX Bonsr OF HXFmZSXXTATITB 

TKunduy, December 1B, IM 

• Mr. SKELTON. Idr. Speaken M 
1082 drbwi to a dooe. H U customiurF 
to reflect upon the evenu of the past 
pear. I would like to talk about an ea* 
perience I had just OFer a year ago and 
about some tad nevi I heard just this 
week. 

In December of 1081. a mode called, 
**The Children Nobody Wanted'* was 
teletlsed. This moving story depicted 
the work of a man named Tom Butter^ 
field and the help he gave to foster* 
lings in Marshall, Mo. On Monday. De¬ 
cember 13^ my longtime friend. Tom 
Butterfield' died' of respiratory failure; 

**The Children Nobody Winted** la a 
true story. When Tom Butterfield was 
a freshman at Missouri Valley College 
In Marshall, Mo., he discovered the 
problezns of children who have no* 
where to go, and for^hom the law 
soakes few, if any. provisions. Boy by 
bo>\ he ini4e a life for these homeless 
youngsters. Tom fought increistng 
odds, from the lack of money, to out^ 
dated laws. Be became the youngest 
alngle adult^and the first bachelor— 
to be a legal i foster parent in the State 
of Missourii He and his boys rented an 
old country club and turned it into 
their ranch. Today, there are four 
ranches, giving a homelife to over 100 
youngsters. ^ 

During this special time of the year, 
tt is good to stop and think about the 
road we are traveling. looking at the 
trail of Tom Butterfieldls life.. 1 can 
aee that, although he died at the 
young age of 42. his contributions will 
go on for a very long time to cqme. It 
Is appropriate, at this time of gift^ 
giving, to look back at all the giving 
this man has done in his lifetimes 


ADMINISTRATION'S INSEN5ITTVE 
APPROACH TO CANCER 

HON. ALBiRTcORE, JR. 

or iiTfinEssss 

JM TBX Boots or IJCrtXSCfTAnvXt 
Thv rtday, December 18. 2$i2 
• Mr. OORE. Mr. Speaker, the pres¬ 
ent administration appears to be 
headed doan a regulatory path that 
will needlessly expose millions of 
people to znany known, cancer-causing 
chemicals at levels well beyond! those 
traditionally accepted as safe and ^ pru¬ 
dent One example; documented in 
hearings held before the Investiga¬ 
tions and Oversight Subcommittee of 
the Committee on Science and Tech¬ 
nology which X chaired, was EPA’s 
failure to take rapid action Ih aettlng 
reasonable limits for exposure to 
fonnaldehyde, although it is unques^ 
tibnably an animal carcinogen. My cob 
league. Hon. Ocoacx E. Bxowv. Jr. has 
done some excellent work in this area 
and has found similar evidence of 
EPA's failure to regulate certain pesU- 
ddes that have been clearly shown to 
cause tumors In animals Two recent 
articles in the New York Times (Dec, 
4. 1082!) and the Baltimore Sun (Dec. 
8. 1062) provide further documenta¬ 
tion of the new. high-risk approach to 
Federal cancer policy. X commend 
them to the attention of my col¬ 
leagues. It is time for us to halt this 
administration's crass and Insensitive 
bottom-line approach in whieh oosu to 
industry are balanced against in¬ 
creased human suffering. We all owe a 
debt of gratitude to the gentleman 
from Call/omia and I am looking for¬ 
ward to his forthcoming subcommittee 
report on this subject. 

The articles follow: 

(From the Baltimore Bun, l>ec. S. 10S21 

EPA Aim CAXcnt: Tvi SaifTDio SiAfroAXM 
(By Ken Cook) 

WASRmctoif.^ln what tome erttla charge 
It a fundamental and unjuftiXied change in 
federal cancer policy, the Environmental 
Protection Agency (CPA) has determined 
that an InsecUcide which caused cancer In 
laboratory animals i poaea do cancer risk to 
human belnsa 

The decUiOD removes the last barrier to 
the permanent regUtration of the insect)4 
dde permethrlD for use od doaens of WS. 
crope^ 

As a result of emergency eiemptlons 
granted by the agency since 1977. penneth- 
rin already is one of the country*! major in¬ 
secticide!. used on mlUions of acres of vete- 
tahles. beans and cotton each year. Per- 
methrin Is marketed under the trade names 
Pounce and Ambush. 

A leadins crtUc of the EPA decision; Rep* 
teaentative Oeorge E Brown. Jr . (D.. (^allfi) 
charactertsea the permethrin ruling as *'one 
of several actions that sugiest the EPA has 
adopted a new set of scientific principles in 
reaching regulatory decisions on proven 
animal carclnof ena** 

Federal pesticide law does not prohibit 
refistimtlon of cancer-causing chemicals If 
dietary and occupational exposure can be 
kept below the safety level esubllshed by 
the atency. By contrast, the Food and Drug: 
Admin liirmUop must by law prohibit the use 


of any food additive shown to cause cancer 
In laboratory animals. 

* The practical effect of a decision to brand 
permethrtn as a human eairthofen would 
have been a greater restriction on the 
Dumber of crops for which it could be refu- 
tered. Such a i^lng misht also have left the 
manufacturers. FMC Incorporated of Phils- 
delphla, andilCI. a British firm, more vulr 
Derable to product UabUJiy suiur 

John W. Melone. director of EPA's haxard 
evaluation divlsibn and author of the per- 
methrln decisloo (which appeared In the 
Fedemf JUyUter tn October), said that one 
of the long-term animaJ studies submitted 
by a manufacturer In support of the chemi¬ 
cals registration **vas clearly positive” fbr 
eanoen it reported that tumors had ap¬ 
peared on mice after they had been fed per¬ 
methrin over an extended period. Mr. 
Melone said five other studies submlttd by 
manufacturers were accepted by EPA as 
showing no cancer-causing effects In labora¬ 
tory animals. However. Mr. Melone de- 
•crlbed one of those studies u **quite con¬ 
troversial" because EPA aclentlsu could i not 
agree on the resulU: A ■eventh study, also 
conducted by a manufacturer, was rejected 
because of liregtilatoiles In the way It was 
conducted. 

Mr. Melone desnibed the penDethrlfi case 
as **unique** for having so many long-term 
studies available for scrutiny by EPA acien- 
tista. Only two such studies normally are re¬ 
quired for pesticide registratiorL 

**We concluded I that the weight of evi¬ 
dence suggested this chemical is highly un¬ 
likely 10 be a potential! human oncogen 
iumoMndueing sabttoncel.** Mr. Melone 
said in a telephone inter%iew. **And tihoe we 
have to make a decisloa we believe per¬ 
methrin should not be regulated as a poten¬ 
tial human oncogen.** 

Regarding: the permethrin ruling. Mr. 
Melone saidj **There'S no Question It’s a 
change in perspective.** 

Representative Brosm, ehiirmani of the 
House Subcommittee on (Agriculture) De¬ 
partment Operations. Resarch and Porelgn > 
Agriculture, which has Jurisdiction over 
EPA’s pesticide program, said that "for the 
agency to adopt a policy which. Ih effect; at¬ 
tempts to balance positive tesu with nega* 
live ones Is clearly* a bold step." 

Mr. Brown considers the action **a monu¬ 
mental and quasi-sdenttfic leap of regula* 
tory faith.** 

There is a continuing debate among 
cancer experts ever how to weigh various 
types of evidence to determine a chemical is 
potential to cause cancer in humans. Al¬ 
though the precise mechanisms of eancf r 
remain unknown, sclentisu have for some 
time agreed i that proven animal cartlnogf ns 
do not all pose an equal risk of cancer to 
humans. Traditionally, cancer regulatory* 
decisions.-including those made by EPA. 
ha ve been made as If they did. 

In the past few years, several jcancer re¬ 
searchers and research institutions hive 
proposed detailed sy*stems by which regula¬ 
tory agencies might distinguish between i 
**stronf" and **aeak" carcinogens; based on 
information gained from long:term animal! 
studies such as those submitted In the per¬ 
methrin case. Regulatory actions might 
then take the form of an outright bac if 
such a syatem ranked the chemical as a 
strong cancer risk; Chemicals Judged to be 
weak would be regulated leas strlnseDUy, or 
BOt at alii 

Last summer. EPA circulated to a select 
group of experts a draft of a MJlpoaal to 
modify the agency’s original eanoeFpollcy 
fuJdelinei promulgated In 1976. The draft 
proposed a ranking system similar to one de¬ 
veloped by the iDtenational Agency for Re- 


Source: https://www.industrydocunnents.ucsf.edu/docs/jsnxOOOO 
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